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. 1,2-Dichioropropane; Proposed Test

Rule .

AsgncY: Environmental Protection
Agency (EPA).

ACT!ON: Proposed rule,

SUMMARY: Under section 4 of The Toxic ,

Substances Control Act (TSCA), EPA is
proposing that manufacturers and
processors conduct healih and
environmentel effects tests for1,2- -
dichloropropane. The proposed health
effects tests include neurotoxicity,
mulagexkicity, teratogenicity, and
reproductive effects tests. The proposed

.environmental effects tests include

acute and chronic toxicity tests for
aguatic invertebrates, and an aquatic
plant test. The testing being proposed
will be performed according to protoccls
submitted by the test sponsor arid
approved by the Agencyv in a subsequent
rulemaking. This notice constitutes
EPA’s response to the interagency
Testing Committee’s (fTC) designation
of 1.2-dichloropropeane for priority
consideration for testing. .
OATE: Submit written comments on or
before March 6, 1984. If persons request
time for oral comment by February 21
1954, EPA will hold a public meeting on
March 21, 1884 on this rule in’
Washington, D.C. For further
infornation on arranging to speak at the
meeting see Unit V] of this preamble.
ADORESS: Submit written comments
identified by the document control

"number (OPTS~42043) in triplicate to:

TSCA Public Information Office (TS-

733), Office of Pesticides and Toxic

Substances, Environmental Protection
cy. Rm. E-108, 401 M St. SW.,

Washington, D.C. 20160.
* _laclude the document control number
O 3) on all submissions. ,

Substances, Rm. E-513, 401-M St.,
>W.. Washington, D.C. 20460, toll free:
), in Washington, D:C:

oy

; ",'j.' hmducﬂm ’ .
. og gtion 4fe) of TSCA (Pub. L 94429,

et seq.; 15 US.C. 2601 et
£99.) established an Interagency Testing

{ITC]) to recommend to EPA

& Ust of chiamicals to be considered for
. ™ng under section 4(a) of the Act. The
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list for priority consideretiun for

requiring testinghy EPA. .
The ITC designated 1.2-

dichloropropane (DCP) for priority

- consideration for environmental and

heslth effects tests in its Third Report,
published in the Federal Register on
October 30, 1973 (43 FR,SOSSO).'The ITC
recommended that 1.2-dichloropropane

" be tested for the following hes!th

effects: carcinogenicity, mutagenicity.
teratngenicity, and other toxic effects -
{with emphasis on reproductive end
neurological effects). The ITC slso
recommended that an epidemiofogical
study be performed. Alsc, the following

' _environmental effects tests were

recommended by the ITC: chronic
toxicity to fish and invertebrates, efiects
' on avizn and memmalian reproduction
and behavior, and effects o soil
invertebrates and terresirial insects.
The ITC's testing recommendatians
were based upon a production volume in
1976 of 71 million pounds, widespread
use as & soivent and a potentiaily high
occupational expostre (over 1 million
workers). According to the ITC, there is
either insufficient information or the
available information is unreliabie to
characterize the carcinogenic, _
mutagenic, and teratogenic potential of
1,2-dichloropropune. Also, because of a
stated structural similarity to 1.2-
dibromo-3-chloropropane (DBCP), the
ITC recommended that reproductive and
neurological effects testing be
emphasized in considering testing for
the other toxic effacts cf 1.2-
dichloropropane. An epidemiologic
study was recommended for 1.2- .
dichloropropane because of insufficient
information about the chemical's human
health effects and a potentially large
‘exposure pattern. The ITC
recommended eavironmental effects
tests for 1,2-dichloropropane because
the chemical's volatility and high -
specific gravity may result in localized
impacts on those environments -
receiving continuous exposure
-associated with this chemical’s use and
~dispossal. Alsc, according to the ITC, the
potential for DCP to bioaccumulate
suggested the nead for environmental
" effects testing to determine the
biological significance of exposure.
Under section 4(a)(1) of TSCA, EPA
must require testing of a chemical
substance to develop appropriate test
data if the Administrator finds that:

commerce, proce

chemical substance or mixture, or that any
combination of such activities, may present
an uarcasonable risk of injury to haalth or the
eavironment, :

. A
expetiencn :pon which the effects of such

- manufacture, disuribution {a commerce

processin.g. uss, or disposal of such substance
u¢ or of any combination of such

health or the environment can

oe determined or predicted. and

'ng of such substance or mixture

+ r=ipect to such effects is necessary to

¢ sp such data: or )

', {1} a chemical substaace or mixture is or
w:il be produced in substantial quantities.
wind {I} it enters or muy reasorably be
anticipatad to enter fie environment in
substantial quantities or (II) there is or may
e significant or substantial human exposure

to such substance or mixture,

{ii} there ere insuifhicient data aad
experience upon which the effects of the
manufzcture, distribation in commerce,
processing, use, or disposal of such substance
or mixture ar of any eambination of such
ectivities on kealth or the environment can
reasonably be datermined or predicted, and

{iii} testng of such substance or mixture
with respect io such effects is necessary to -
develop such datz. :

EPA uses a weight of evidence

. approach in making section 4(a)(1)(ﬁ}(i)

findings, in which both exposure and
tox{ciry information are considered to
make the finding that the chemical may
present sn unreasonable risk. For the
finding under section 4(a)(1)(B)(i), EPA
considers only production, exposurce and
releaseé information to determine if there
is substantial exposure or release. For
the findings under sections 4(a)(1){A)(ii)
and 4(a)(1)(B}(ii). EPA examines toxicity
and fate studies to determine if existing
information is adequate to reasonably
determine or predict the effects of
human exposure to or environmental
release of the chemical. In meking the
finding under section 4{a)(1){A)(iii) or
4(a)(1)(B)(iii) that testing is necessery,
EPA considers whether ongoing testing:
will satisfy the information needs for the
chemical and whether testing which the
Agency might require would be capable
of developing the necessary information.
¢ EPA’s process for determining whea
these findings can be made is described -
in detail in EPA’s first and second
proposed test rules as published in the
Federsl Registar of July 18 1980 (45 FR
48528) and June 5, 1981 (46 FR 30300).

The section 4(a)(1)(A) finding is
discussed in 45 FR 48528, and the

 section 4{a)(1)(B) finding is discussed in .
46 FR 30300..

" In evaluating the ITC's testing

.recommendations concerning 1.2

dichloropropane, EPA considered all
availabls relevant information includicg
the following: Information presented in
the ITC's report recommending testing
consideration; production volume, use,
exposure, and rel informati .
reported by manufacturers of 1.2
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- dichuluropropane under the TSCA

section 8(a) Preliminary Assessment
Information Rule (40 CFR Part 712};
health and safety studies submitted
under tee TSCA section 8{d) Health and
Safety Data Reporting Rule (40 CFR Part
716) concerning 1.2-dichloropropane;
and published 2nd unpublished data
available to the Agency. Based on its
evaluaticn, as described in this
propasad-rule and the accompanying
technical supbort document, EPA is
proposing heaith and environmental
effects testing reguirements for 1,2-
dichloznpropane under section

{a)(1)(B]. By thesz actions, EFA is
responding to the 1TC's designation of
1.2-dickloropropane for testing

" consideration.

11, 1.2-Bizhioroprozane -
A: Profils

1.2-Dichloropropane {CAS No. 78-87-
5) is a colorless, stabie liquid with a
chloroform-like odor.[The uses of 1.2-
dichloropropane are 3§ a soivent for the

- manujacture of ion exchange resins. as a
feedstock for the manefacture of

perchloretaylene, in metal degreasing
agents, as a compone:t of furniture -
finish removers and paint removers and
as a lead scavenger for fuel anti-knock
fluids]The Dow Chemical Company is-
the ofily manufacturer of 1.2-
dichlaropropane in the United States.
According to the Dow Chemical
Company, three million pounds of 1.2-
dichloropropane were marketed in 1882
(Letter from Carlos Bowman to Steven
D. Newburg-Rinn, June 3. 1983). 1.2-
Dichloropropane is isolated during the
manufacture of propylene oxide. Based
on propylene oxide production capacity,
the snnual production capacity of 1.2- ---
dichloropropane is estimated to be
between 41-144 million pounds.

B. Findings

EPA s basing its proposed testing of
1.2-dichloropropane on the authority of
section £{a){1)(B) of TSCA. -

EPA finds that 1,2-dichioropropane-is
manufactured, processed; and used in
substantial quantities, which activities
may result in substantial human-
exposure. Also 1.2-dichlaropropane
enters or may reasonably be anticipated
ta enter the environmeant in substantial
quantities. Furthermore, EPA finds that

.there are insufficient data available ta

either reasonably determine or predict
the result of this exposure and release in
the areas of mutagenic, teratogenic,

- reproductive, and newrotoxic effects,

and acute and chronic toxicity for .
aguatic invertebrates and aquatic
plants. Finally, EPA finds that testing is
necessary to develqp the data needed to

evaluate the potential for 1,2-

- dichloropropane (DCP's) exposure and

release to cause these effects. These
findings are based or the following
information:

1. Although Dow Chemical Company
is the only manufacturer of 1,2-
dichloropropane in the United Siates,
the marketing production volume (3
million pounds in 1932), the 1.2-

dichloropropane producticn volume (ar

estimetzd 41 million peunds ir 1881) 22

_the 1.2-dichicropropzna production

capacity (41-144 million pounds, basea
on propylene oxide production capacity}
are suistantial. - - ‘
%. Curreutly availzble information
indiczates that a sabstantis] number of
people are potentially exposed ¢ 1.2-
dichlorcpropane. Recent consumer
product information, for exampte,
indicates that 1,2-dichlorapropane is a
component of 10 products carrently
available as pzints, varishes and -
furniture fizish removers produced by 9
manufacturers. There are a largs number
of coasumers that use paint, varnish or
furniture finish removers. Also, a large
number of workers in vartous )
occupations are potentially exposed to
1.2-dichlorapropane. According to a
recent Naticral Occupational Hazard
Survey, there are over 700,060 workers
exposed to 1.2-dichlorgpropane resulting
from its manufacture. This conclusion is
based on the National Institute for
Occupational Safety and Heslth's
identification of 18 occupations in 17
industries, involving over 9,000 workers
using 1,2-dichloropropane in non-
agricultural applications, Furthermore,
1.2-dichloropropane has been identified
as a'contaminant of ground water and
drinking water. The Suffolk County '
Department of Health Services, Long
Island, New York, has identified 1,2-
dichforopropane-from non-pesticidal

sources-in ground water. , the:

* Philadelphia Water Department has

identified 1,2-dichloropropane in
finished drinking water. (6:1/pg/L). The

- estimated total annual load of 1.2-

dickloropropane to the aquatic
environment would be approximately
4.9 million pounds. Thus; a large portion
of the general poputation may be
exposed to 1,2-dichloropropane, -
considering the following: the large
numher of consumers coming into
contact with products that contain 1.2-
dichloropropane; the large number of
workers exposed to 1,2-dichloropropane
in various occupations; and the number
of people drinking water or coming into
contact with water that fs contaminated
with 1,2-dichloropropane. EPA has
concluded that this exposure pattemn

" that te-

- effe

. yield useful results if tested for avian

constitu.c. “substantial exposure” as ,
- -;;ed in section 4 of TSCA. -
3. Tz~-- are insufficient data on the
teraic. .c, reproductive, mutagenic,
and - .:rotexic effects upon whick to

re: ..ably determine or predict the
et

ef’. is of exposure. Health effects
i ing, therefore, is necessary to
develop these data. .

4. Acute, subclFonic, and chronic
effects tests and an onicogenicity tast are
nct being proposed at this time {or 1,2-

" dichloropropana. The Dow Chemical

Company has conducied tests o
determine the acute and subchronic

cts of 1,2-dichiorc propane by the
inhaizpvon rovte of exposure in rats.
mice, and rabbits. Also. an NIP 2-year”
bioassay hias teea perfvrmed to
determine the oncogenic potential of 1,2~
dichlorogropane. The rasults of this
sludy are s:ill being evaluated. An
epidernioicgic study is not being
proposad Decause the exposure pattern -
to 1.2-dichloropropana is sa general it is.
doubtful that an exposed populadon
could ba identified thal is not expasad
to this chemical and other chemicals
simultaneously. )

5. There are substantial quantities of
1.2-dichloropropane released to the
environment. The atmospheric
compartment is readily confaminated
with 1,2-dichloropropane because 1,2-
dichloropropane ig very volatile {50
mmHg at 25°C). Total atmaosphreric
releases of 1,2-dichloropropare are

estimeted to be approximately 1.4x10‘t$“_:

pounds per year. Also, quantities of 1.2
dichloropropane are released to the
aquatic environment {4.9 miliion pounds
annually). 1,2-Dichloropropane is used
-as a solvent for the manufacture of ion
exchange resins. One manufazturer of
ion exchange resins annually discharges
‘about 500,000 Ibs. of 1,2-dichloropropane
to the aquatic environment. Thaere are
four jon exchange manufacturers in the

_United States with potentially similar

release patterns.

0. These are insufficient deta to
characterize the effects of 1.2
dichioropropane on aguatic

" invertebrates and aquatic plants. EPA is
- proposing studies on acute and chronic

toxicity to aquatic invertebrates and |,

. effects on algae. There are sufficient

data to characterize the effects of 1,2-
dichloropropane on soil invertebrates,

- terrestrial insects and fish.

7. The Agency is not proposing an
avian reproduction test for 1,2
dichloropropane because recent
unpublished research at ERL-Corvallis
has shown that a chemical as volatile as
1,2-dichloropropane is very unlikely to
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toxicity according to available release, EPA is proposing that persons perfc: - :iain tests. Once the rule is in
methodology. who manufacture or process, or who effecs. - days after publication of the

The analysis on which the above
findings are based is presented in the
1.2-Dichloropropene Support Document
which is availaple from the TSCA
Assistance Office (TAOC). The ITC’s
testing recommendations and EPA's
proposed tests are suramarized in the
table below. . i

TasLs 1.—PropPCsED TESTS FOR 1,2~

DICHLOROPROPANE
e EPA oposeG
Test of gy mmmudn-_ tezting
| e Shects
ASU NG tes>a -
SudThronis, NO testing
Qo No tasting.
Neour StoncHy. 4 X
T QOTRC:ly X X
acity ) 4 X
¢ ve Etiecs..; X X
[ . ity x No eetng.
24 X No study
requremeni.
Envirorment) :
Erfecty
Sci inverte® X No tastng.
Terves:nal insects.f X No testing.
Cvonic Taxicrty ©© 4 Acucs and Chronic.
Fish ang Texicity 10 Asumbc
Irvertebraten,
oo Efects X o reuny
f o igal Bioaseay
o 0 esing.
mammaian
reoroducton end ~
behavior.

NOTE —X = leging recomenended o7 proposed.

C: Test Substence

_EPA is proposing that a relatively
pure grade of 1,2-dichloropropane be
used as the test substance. A purity of
99 percent is specified in this rule so that
any chemically induced effects can be
more likely attributable to DCP and not
chemical contamicants. 1,2- .
Dichloropropane is currently available
with this purity. ’

D, Persons Required to Test

Section 4(b)(3)(B) specifies that the
activities for which the Administrator
makes section 4(a] findings
(manufacture, processing, distribution,
-use, and/or disposal) determine who

the responsibility for testing. -
Manufacturers are required to test if the
findings are based on manufacturing
(“manufacture” is defined in sestion 3(7)
of TSCA to include “import”).
Processors are required to test if the
findings are based on processing. Both
manufacturers and processors are
required to test if the exposures or
releases providing the-basis for the

finding occur during use, distribution, or

disposal. Because EPA has found that
the manufacturing, processing, and use
of 1,2-dichloropropane give riseto -
substantial exposure and substantial

- intend to. manufacture or process, 1.2-

dichloropropene at any time from the
effective date of this test rule to the end
of the reimbursement period be subject
to the rule. The end of the .
reimbursement pericd ordinarily will be
§ years after the final report is
submitted. As discuesad in Unit I F,,
EPA expects that manufacturers will
conduct testing and that processors will
ordinarily be exempted from testing.
Because TSCA contains provisicas to

~ aviod duplicative testing, not every
person subject to this rule must

individually conduct testing. Section
4(b){(3){A) of TSCA provides that FPA
may permit two or mors manufacturers
or processors wilo are subject to the rule
to designate one such person ora
qualified third person to conduct the
tests and submit data on their behalf.
Section 4{c) provides that any person

- required to test may apply to EPA for an

exemption from that requirement.
E. Apgroach to Adoption of Test Rulas

1. General Process. On March 28,
1982, EPA ennounced a new approach to
adoption of test rules (47 FR 13102). EPA
intends to promulgate a general
procedural rule in 40 CFR Part 776 which
will contain the procedural requirements
of this new approach. However, since
that procedural rule is not in effect, this
proposed rule contains specific
procedures for adoption of this test rule.
If the general rule is promulgated before

_ this proposal becomes final, the 1.2-

dichioropropane rule will be modified to
comport with the general procedural
provisions.

Under the new approach, test rizle -
development will be a two-phase
process. In phase], EPA will propose
that specific testing be required for 1.2

* dichloropropane. This phase of the

milemaking will allow the public to

‘comment on the decision to require
* tegting and the specific types of tests to

bé required. Phase Il begins after -
promulgation of the phase I rule. In
phase II, EPA will receive proposed
study plans for the specific tests
adopted in the phase I rule. EPA will
propose those study plans for public
comment. After comment, the Agency
will adopt the study plans, as propased
or modified, as specific test standards

for the tests required by the phase I rule.
" Persons who submit the study plans will -

be obligated to perform the tests in -

accordance with the test standards

adopted. Co

Exz‘ Letter oAfInZent to Tgrsl: or 4
emption Application. The propose

rule would require manufacturers and

processors of 1.2-dichioropropane to

finz! - . 2 in the Federal Register, each
cur~: .t manufacturer would have 30

&+ z 1o submit, for each reqaired test

: .1, either a lettar of intent to perform
the test or an applicztion for exemption.
Each manufacturer who submitieda
ietter of intent to periorm a specific test
werld be chligated, first. to submit,
within 90 days of the effzctive date, 8
proposed study plan for the test set and,
ultimately, to perform the testing.

If manufaciurars of 1.2-
dickloropropane performed all the
required test cets. processcrs of 1.2-
dichioropropane would not be reguired
to test or to submit exzmption .
applications. EPA would automatically
grant them exemptions from the )
reguirements of the ruie.

¥ no manufacturer of 1,2-
dichlcropropane subzitted a letter of
intent to perform a particular teat sat
within the 30-day period, EPA would
publish a notice in the Federal Registar
to notify all processors of 1.2-
dichloropropane. The notice would state
that EPA had not received letters of
intent to perform certain test sets and
that current processors would have 30
days to submit, for each test set
remaining, either a letter of intent to
perform the test set or an exerpticn
application for that test set. Each
processor who submitted 2 jetter of
intent to perform a specific test set
would be obligated, first, to submit,
within 90 days of the publication of the
Federal Register notice, a proposed
study plan for the test set ard,
ultimstely, to perform the testing.

-If no manufaciurer or processor

_suhmitted a letter of intent to perform a

particular test set, EPA would potify all
manufacturers and porcessors. by letter
or through the Federal Register, that all
exeu‘:gtion applications would be denied’
and that within 30 days all
manufacturers and processors would be
in violation of the rule until a proposed
study plan is submitted for that test set.

Any person not manufacturing 1,2-
dichloropropane‘at the time the rule
goes into effect, who later begins
manufecturing before the end of the -
reimbursement period (40 CFR Part 791},
would be required to submit a letter of
intent to test or an exemption
application for each required test set by
the day the person begins manufacture.
If EPA has published a notice in the

‘Federal Register telling processors to

submit letters of intent or exemption
applications for certain test sets, any
person not processing 1.2- .
dichloropropane at thé time the rule
goes into effect, who later begins



2,

ocr -‘ng before the end of the

im: - ement period, would be

quired to submit a letter of intent to

- st or an exemption application for

«ch test gpecific in the Federal Register

itice by the day the person begins

ocessing. - .

3. Submission and Adcption of Study

‘ans. Any manufacturér of 1,2-

chloropropane who submitted a letter
intent to perform a test set would

ive to submit, within 90 days after the

Tective date of the rule, a proposed

udy plan for that test set.In the event

.anufacturers do not submit letters of
itent for all thie required test sets, any
rocessor who submits a letter of intent
) perform a specific test set would have
» submit, within 90 days of the
ublication of the Federal Register
otice which notified processars, 2

~ roposed study plan for that test set.
_aragraph (e) of the rule describes the
ontents of a propesed study plan.

EPA proposed generic test .
1ethodology requirements (generic test
tandards) for various hezalth effects in

. ae Federal Register of May 9, 1979 (34
s« R 27334), July 28, 1979 (44 FR 44054)
nd November 21,1930 (45 FR 77332). In
esponse to concerns about rigid generic
est- = Yhodology requirements, EPA
har .itsapproach for providing test
tandards for TSCA section 4 test rules
" ind..instead, issued generic test
nethodology guidelines to replace the
rreviously proposed generic test
nethodology requirements. The TSCA
midelines have been published by the
National Technical Information Service
'NTIS} for health effects (PB 82-232984),
:nvironmental effects (PB 82-232992]
and chemical fate (PB 82-233008}. Good
Laboratory Practice (CLP) standards for
davelopment of data on physical and
chemical properties, persistence, and
rcological effects of chemical
substances were proposed in the
Federal Register of November 21, 1980
(45 FR 77353). Good Laboratory Practice
standards for development of data on
health effects of chemical substances
under TSCA were proposed in the
Federal Register an May 9, 1973 (44 FR
27334] and July 28, 1979 (44 FR 44054).
These GLP standards will be
promulgated as generic requirements.
The final TSCA GLP regulations will -
-mp!y to the 1.Z-dichloropropane test
o ;

For guidance in preparing study plans,

EPA recommends that test sponsors
con the TSCA Test Guidelines and
the _ . A GLP standards as referenced"
above; the Organization for Economic -
Cooperation and Development’s (OECD)
Guidelines, as adopted by the OECD
Council on May 12, 1981; ot the FIFRA
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Pesticide Registration Guid=lines:
Propased Data Requirements putlizhed
by the National Technical Information
Services (see the Federal Register of
Nevember 24, 1952 (47 FR 53192, for a
list of these guidzlines).

Failure to submit a study plan would
be a violation of the rule. C

EPA would review the proposed study
plans. If they are incomplete, the
manufactursr or processor would be
notified of the deficiency and would

~ have 15 days to provide appropriate

information to make the plan compieta.
If the information is not provided ic 15
days, the manafacturer or processor
wouid be in violation of the rule. In
addition, EPA would return to the
approvriate stage of the process and
require manufacturers oF processoss, as -
appropriate. to submit letters of intent,
exemption applications, and study

plana.

If the propesed swdy plan is.
complete, EPA will propose the study
plan for peblic comment. In particular,
the request for comments would focus

- on whether the study plan will ensure
that data from the test or test set will be
reliable and adequate. There would be a
45-day comment petiod and the C
opportunity to preserit views orally upon
request. After considering the public
corument, EPA would adopt the study
plan as proposed, or as modified in
response to commest, as the test
standard for the required test set.

The person who submitted the
proposed study plan wourld be required
to perform the testing according to that
standasd. Failure to perform the testing
would be a violation of the rule.

F. Exemptions

EPA's proposed palicy on application
for exemptions from section 4 testing
requiremants was published in the
Federal Register of july 18, 1980 (45 FR
48512}, EPA intends to promulgate its
final procedures for exemptions in 40
€FR Part 770. The exemption '

_- described belaw and included in the
proposed fule language are consisten
with EPA’s current thinking an -
exemption procedures, If the general
rule is promulgated before this proposal.
becomes final, the 1.2-dichloropropane
rule will be modified to comport with
the general procedural provisions.

Any manufacturer or processors of .
1,2-dichloropropane would be able to
apply for an exemption. Any person
who has applied for an tion .
would not be in violation of the rul
until such time s EPA denies the
application. . . N

1f manufacturers perform all the . .
required testing, processors would.be -

- of ils intent to perfona the testing in

' disclosure of all test data submitted

. refuse to: (1) Establish ot maintain

grantec ex-mplions automatically
witku.: nrving to file applications.

/ :PA has received a proposed
- .0t for a test set and has adopted
an as the-iest standard, EPA would - _ -
crr.ationally grant all exemption ’ o
ay piications Sor that test set. If the test
sponsor later fails to perform the testing.
EPA would notify all persons who had
submitted exemption applications for ~
that test set that the exemptions would
be denied unless within 30 days a
manufacturer or processor notified EPA

accordance with the adapted lest -
standarcs. ’

EPA is not proposing to require the
submission of equivalence data as a
condition for exemption from the
proposed testing for 1.2- _
dichloropropane. As ncted in Unit ILC.
above, EPA is interested in evaluating
the effects attributable to 1,2-
dichloropropane itself and has specified
a relatively pure substance for testing.

C. Reporting Requirements

EPA is proposing that all data be
reported in accordance with TSCA
Good Laboratory Practice (GLP)
standards. Such standards were
proposed in the Federal Register of May
9, 1979.{44 FR 28369) and November 21,
1980 {45 FR 77332) and will be included
in 40 CFR Part 792. EPA has reviewed
public comments on the proposed GLP
standards and is now developing final
GLP standards. The final GLP standards
will apply to this rule. ; i

EPA, is required by TSCA section
4(b)(1)(C) to specify the time period
during which persons subject to a test
rule must submit test data. These-
deadlines will be estabiished in the -
phase I rulersaking in which study
plans are approved.

TSCA section 14(b) governs Agency

pursusant to section 4 oI TSCA. Upon
receipt of data required by this rule, the
Agency will publish a notice of receipt
in the Federal Register as required by
section 4{d}. )
H. Enforcement Pravisions

Section 15(1) of TSCA makes it
unlawful for any person to fail ar rafuse
to comply with any rule issued under
section 4. Section 15(3) of TSCA makes
it unlawful for any person to fail or

records, {2) submit reparts, notices, ar
other.information, or (3} permit accass to
or copying of records required by the
Act or any rule issued under TSCA. The
Agency considers that failure to comply
with:any aspect of a section 4 rule may
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be judged to be a vinlation of sections
15{1) and 15{3) of TSCA.

Additionally, TSCA section 15(4)
makes it ulawful for any person to fail or
refuse to permit entry or inspection as
required by section 11. Section 11
applies to any “establishment, facility or
other premises in which chemical

_ substances ot mixtures are .
manufactured, processed. stored. or held
before or after théir distribution in
commerce ..." The Agency considers a
testing facility to be a place where the

- chemical 1s held or stored und.
therefore, subject to ifispection.
Labaratory audits/inspections will be
periodicaily conducted in accordance
with the procedures outlined in TSCA
section 11 by authorized representatives
of the EPA for the purpose of

B determining compiiance with any final
. rule for 1.2-dicklcropropane. These

inspections may be conducted for
purposes which include verification that
testing has begun, that schedules are
being met, that reports accurately reflect
the underlying raw data and
interpreiations and evaluations thereof,

'hrufg protocols established in the phase 1

T

- EPA's authority to inspect a testing
facility also derives from section 4(b){1}
of TSCA, which directs EPA to
. promulgate standards for the
development of test data. These
. standards are defined in section 3(12)(B)
of TSCA to include those requirements
necessary to assure that data developed
under testingtules are reliable and
adequate, and such other requirements
as are necessary to provide such
assurance. The Agency maintains that
iaboratory inspections are necessary to
provide this assurance. '
}’xpla:on of TSCA are subject to
: . criminal and civil liability. Persons who
: submit n!alerlally misleading or
.* Information in connection with the-
- tequirement of any provision of this rule
Ray be subjerct tn penalties calculated
"" if they never submitted their data.
uﬂder the penalty provisios of section
of TSCA. any persoa who violates
‘8ection 1S could be sabject to a civil
« Penalty of up to $25.000 per day for each
violation, with each day of operation in
tion constituting a separate
tion. This provision would also be

‘Processors who fail to submit a letter of
fatent 1o testing cran

m:if‘a or willful violations could lead
imposition of criminal penalties of

«nd that the studies are being conducted
according to TSCA GLP standards and ¢

; 2Pplicable primarily to maoufacturers or -

up to $25,000 for each day of violation
and imprisonment for up to 1 year. In
determining the amount of penalty, EPA
will take into account the seriousness of
the viclation and the degree of
culpability of the violator as well as all
the other factars listed in section 16.
Other remedies are available to EPA
wnder sections 7 and 17 of TSCA. such
as seeking an injunction to restrain
violations of TSCA section 4 and the .
seizure of chemical substances -
menufactured or processed in violation
of the rule.

Individuals, as well as corporations,
could be subject to enforcement actions.
Sections 15 and 18 of TSCA apply to’
“any person” who violates various
provisions of TSCA. EPA may, at its
discretion, proceed against individuals
as well a8 companies themselves. In

. particular, this includes individuals who
report false information or who cause it
to be reported. In addition. the -
submission of false, ficitious, or
fraudulent staiements is a violation
under 18 1.8.C. 1001,

L Issues .

A site-specific and non site-specifi
_environmental modeliog analysisis in
the process of being pecformied by the
_Agency. The Agency believes, at this
time, that environmental effects testing
. is necessary. However, the Agency is
continuing its environmental exposure
analysis and is soliciting public
comment corcerning the need forits
proposed testing and the - -
- appropriateness of the tests selected.

nLEannonicAnalysi;omepooedRule .

To assess the potential economic
impact of this proposed rule, EPA has
prepared a Level [ economic evaluation
that estimates the costs of the required
testing and assesses the potential for
economic impact by evaluating four
market characteristics of the chemical:
(1) Demand _aensiﬁvity. {2) cost

charscteristics, (3) industry structure,

Hons. -~

and [4) market N
testing costof

- Basedona

$108 600 00.5435.600 and on anaualized

testing cost for 1.2-dichloropropane of
§37,500 to $112.900, the Level 1 analysis

" of 1.2-dichloropropane indicates that the

‘potential for adverse economic effects
due to estimated testing costs is low. -
This conclusion isbasedonthe = *°
followinz observations: {1) 1.2~
dichloropropane, e by-product of
propylene oxide production, is used
mainly as a captive intermediate and
has a relatively inelastic demand: (2) the
market expectations for propylene axide
and many of its derivatives are
favorable (Le., greatar than GNP}, -

_ assuming economic recovery: {3) Dow

menufacturss 1.2-dichloropropane and
propylens axide at two highly integrated
plants wher2 minor cost increases can
be dispers-c over numerogs end
producis: =nd (4) the estimated total unit
test coo* s (i.e. the test costs for 1.2-
dichlr: spropane and propyleae oxide)
are negiigible, or 0.014 cents per pound
or ©.03 percent of the prepylene oxide
rrice (46.5 cents per pound) in the upper
bound case. < )
Becauce the Level I analysis indicates
no potentiel for an adverse econouic
impact, EPA Las determined that a more
comprehensive and detatled Level 1
economic evaluation is rot needed for
1.2-dichloropropare. -

IV. Availabliity of Test Facilides and
Parsopnel . -

Section 4(b){1) requires EPA to
consider “the reasonably foresesable
availability of the facilities and
personnel needed to perform the testing
required under the rule.” Therelore, EPA
conduct2d a study to assess the
availability of test facilities and .
personne] to handle the additional
demand for testing services created by
section 4 test rules and test programs

. npegotiated with industry in place of
. rulemaking. Copies of the study

»Chemical Testing Industry; Profile of

. Toxicology Testing, October, 131" can

be obtained from NTIS (PBB2-140773).
The tentative conclusions reached in.
the laboratory availabiity study were:
(1} The chemical testing indastry's
anticipation of increased testing
requirements has prompted the rapid
expansion of testing facilities in recent
years. {2) Currently, excess capacity
exists in all major testing arees, and
surveved laboratories indicated they
could perform about 20 percent more
testing. (3) Measurable industry
concentration exists, but it {8 not enough
1o restrict market entry or control key
resources. (4) Currently, capital and
professional pe are the most
costraining resources on industry
expansion. Capital is understandably a
cyclical constraint However, the
constraint imposed by a shortage of
professional personnel can be long term
because of the lengthy period required
for professional preparation. {5} Current
personnel numbers appear adequate
relative to present testing levels. ~ -
On the basis of this study, the Agency.
-believes that there will be available
resources to perform the testing in this
proposed rule. S .

V. Environmental Impact Statement .

EPA 18 not required to prepare . -
environmental impact statements (EIS).
under the Natioml_&wironmemal quicy



poly

-"hthhmhcmnﬂngof: e

804

Federel Register / Vol. 49, No. 4 / Friday, January 6, 1984 / Proposed Rules

Act (NEPA), 41 US.C. 4321, for test .
‘les: EPA has determined that
. juntary preparation for an EIS is not
_ appropriate for regulations issued under
_section 4 of TSCA. See the preamble to°
the Agency's rules for compliance with
NEPA published in the Federal Register
of November 8, 1979 {44 FR 84174).

VL Public Meetings _

If persons wish to present comments
on this proposed rule to the EPA
officials who are direcily responsible for
developing the rule and supporting
enalyses, EPA will hold a public meeting
in Washington, D.C., 75 days after tbe
proposed rule publicaticn in the Federal
Registar. This meeting is scheduled efter
the deadline for submission of written
comments. so that issues raised in the -

. written comments can be discussed by

EPA and the public commenters.
Information oz the exact time and place
of the meeting is available from the

. TSCA Assistance Office. ‘ .
Persons who wish to attend or present

comments at the meeting should call the
‘TSCA Assistance Office by 45 days
after publication of this notice in the
Foderal Register. While the meeting will
be open to the public, active )
participation will be limited to those

‘Taons who arranged to present

smments and designated EPA
parti¢ipants. Attendees should call the
TSCA Assistance Office before making
travel plans because the meeting will
not be held if members of the public do
not request an opporturity to make oral
comments.

The Agency will transcribe the
meeting and include the written |
transcript in the public record.
Participants are invited, but not
required, to submit copies of their
statements prior to or on the day of the
meeting. All such written materials will
becomepartoflheEPA'lreeordforthis

— EPA hes established & public record
" for this proposed rule ; docket

number (OPTS~42043), which is .
available for inspection in the OPTS
‘Reading Room, Rm. E-107, 401 M St.,

* .SW., Washington, D.C., from 8:00 a.m. to

4:00 p.m., Monday through Friday,
exeaptlegalhouzays.,m"eeor’&

: includes basic information the Agency
- considered in developing this proposal,

and appropriate Federal Ragister

. .notices. The Agency will supplement the
" cord with addiﬁonalinforl:l?:tlonuit

-« received. This record includes the

u)r-d-dmeﬁmm

(CBI). while part of the record, is not

PR L

{a) Notice of proposed rule making on
1.2-dichloropropane.

(b) Notice containing the ITC
designation of 1.2-dichloropropane to

- the Priority List (43 FR 50639, October

30, 1978).
-{€) Notices relating to EPA's health
and environmental effects test

v guidelines and Good Labaratory

Practice standards.
- (d) Notice of proposed rule making on

exemption policy and procedures.

(e} Notice of final ruleon
raimbursement policy and procedures.

(2) Support Documents: consisting of:

(a) 1.2-Dichloropropane support
document.

(b) Economic analysis support
document.

{2) Communications before proposai
consisting of: '

{a) Written public and intra- or
interagancy memoranda and comments.

{b) Summaries of telephone
conversations.

(c) Meeting summaries.

{4) Reports—published and

unpublished factual materials, including

contractors’ reports. .
Confidential business information

available for public review.
VIIL Classification of Rule

Under Executive Order 12281, EPA
must judge whether a regulation s :
“major " and therefore subject to the

. requirement of a Regulatory lmpact

Analysis. This proposed test rule is not
major because it does not meet any of
the criteria set forth in section 1{b) of
the Order. First, the actual annual cost
of the testing prescribed for 1.2-
dichloropropane is lesa than £984.600
over the testing and reimbursement
period. Second, because the cost of the
required testing will be distributed over
a large production volume, the rule will
have oniy very minor effects (less than
07 perpént a year) on producers’ cost or
users' prices for this chemical. Finally,
taking into account the nature of the

market for this substance, the low level .

of costs involved, and the expected
nature of the mechanisms for sharing the
costs of the required testing, EPA
concludes that there wﬂl::i n:ﬁ . of
significant adverse economic effects o
any typeasaresultof thisrule. . -

This proposed regulation was °
submitted to the Office of Management
and Budget (OMB) for review as .
required by Executive Order 12291, Any
comments from OMB to EPA, and any
EPA response to those comments, will -
be included in the public record. . .

. information provisions in test rules are

_ OMB is currently reviewing information -:E
. sequirements under section 4 test mles. 1

(Sec. 4, Pub. L. 94460, 90 Stat. 2003; (15 US.C.

IX. Regulo’ory Flexibility Act

Under 17~ “egujatory Flexibility Act.
(15 U.S.C. . i, et seq.. Pub. L. 86-354,
Setember 9, 1980), EPA is certifying .-
that thi« test rule, if promuigated, will .
not hive a significant impacton.a
sub::antial number of small businesses
for the following reasous:

1. Smzll processors will not periorm
testing themselves, or will not
participaic in the organization of the
testing effort. . :

. 2. Small processors will experience
only mincr costs in securing exemption
from testing requirements. :

3. Small processors are unlikely tobe -
affected by reimbursement
requirements. c

4. There is one manufacturer of 1.2-
dichloropropane in the United States
that is & large international chemical
corporaton.

X. Paperwork Reduction Act

Under the Paperwork Reduction Act
of 1980, 44 U.S.C. 3501 et seq., the

subject to OMB review and are not
effective until OMB epproves them.

A notice concerning the results of that
review will be published iz the Federal
Register. :

XL Guidelines and Study Plans
The following guidelines and/or study i g

" plans cited in this proposed test 3 )

rulemaking are available from the: )
National Technical Information Service =

), 5285 Port Royal Road, =
Springfield, VA 22161, (703-487~4650). i
8 £2-140772 | Chamical Teating indswy: Profle | $18.00 )

of Toodociogics Testng. z
8 82-232004 | TSCA Gudeines—Hean Effects| 0.0
P 02-232992 | TSCA Guideiines—Envirormenal | €000
P8 £3-153908.| OECO Guidelines for Aqusc - | 1120
vertsbrae Acute Toxicity Test-
. ing, end the RFAA Guideines
| tor vezars evaator: wicats
Pe c-15316 | P [ "
 List of Subjects in 40 CFR Part 739 .

Testing, Environmental protection,
Hazardous materials, Chemicals. * -

2601))
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Dated: December 23, xsai )

Alvin L Alm,
Acting Admiaistrotor.

PART 799—{AMENDED]

Therefore, it is praposed that a new
§ 793.1550 be added to Subpart Bcf
proposed Part 799 to read as follows:

§799.1550, 1,2-Dichioraprogan.

{a) Identificztion of test substance. (1)
1.2-Dichloropropane {CAS No. 78-87-5),
shall be testedin accordznce with this
section.

{2} 1.2-Richicropropane of a! least 99
percent purity shail be used as the test
substance. :

{b} Persons requjred to submit study
plans. conduct tests and submit data. (1)
All persons who manufactuse cr process
1.2-dichloropropane from the elfective
date of this rule (30 days from the
pubiication date of the rele in the'
Federal Register to the end of the |
reimbursement period shal! submit
letters of intent to test, exemption
applications end study plans and shall

" conduct tests and submit data as '
specified in paragraphs (c), (¢}.-(e}. (b},
{i). and (j) of this section. .

(2) Any persoa subject to the
veguiremerts of this section may apply
to EPA for an exemption from study
plan submission and testing
requirements. Any such application

“shall be in accordance with paragraph .
(&) of this section. .
- {c) Submission of notice of intent to
- dest or exemption application. (1) Na
later than 30 days after the affective
date of this rule, each person -
_manufacturing 1.2-dichloropropane as of
the effective date of this rule must, for-
- £2ch test set required by paragraphs (i)
© #nd {j) of this section, either notify EPA
letter of its intent to periorm the test
. et or submit an application for an .
»-ml?n&ogthemdyphn .
- ion and testing requirem
; ‘*’?lutaez. ad _ung enufgr.
- 21 If, by the date specified in
_"Paragraph (c)(1) of this sectiort no
®aduiacturer of 1.2-dichlaropropane has
“t:lnn;df EPA of its intent to perform |
Or & test required by paragraph
gigx’;dbﬁ) of this section, EPA will
oy 13 Botice in the Federal Rogister
which tact specifying the test sets for .
3 o3 1O notice of intent has been
bl ted. No later than 30 days after
M?;‘i::“’: Of such a aotice, each person
Fhrctive g 1.2-dichloropropane as of the
SVt gqr g ate of this rule must, for each
: e, o) in the Federal Register
3 ddug) o 8T notify EPA by letter of its
; .,p,ig::ffnm the test set or submit
. on for an exemption from

TR X
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the study plan submission and testing
requirements for the test set. «

" {3) Any person not manufacturing 1.2-
dichlorcpropana as-of the eifective detas
of this rule who, before the end of the
reimbursement period, manufactures 1.2-
dichloropropane must comply with the
requirements of paragraphs (c}(1) and

~ {d)(1) of this section. For purposes of

paragraph (c) of this section, the ,
manufacturer must submit the notics of
intent to test or exemption applicaiion
required by paragraph (c}{1) of this

- section by the date manufacture begins

and must suhmit any proposad study
plan required by paragreph (d){1) of this
section within €0 days of the date
macefactu;e begins, .

(4) Ii a Federal Register notice hes
been published under paragrapis (c){2}
or {d}{4) of this section, eny persen not

procassing 1.2-dichioropropane as of the |

effective daie of this rule who, before
the end of the reimbursement petiod,
processes 12-dichioropropane, must
comply with the requirements of
paragraphs (c)(2) and (d)(2) of this
section. For purposes of paragrapk {c} of
this section, the processor must submit
the notice of intent to test or exemption
application required by paragraph (c)(2)
of this section by the date processicg

ins and mus! submit any proposed
study plaa required by paregraph (<){2)
of this section within 60 days of the date
processing begins.

{5) Aay manufacturer or processor. of
1.2-dichloropropane which has notified
EPA under paragraphs {c}(1). (c}{2),
{c)(3). or (c)(4) of this section of its intent
to perform testing for & test set required
by paragraphs (i} and (j) of this section
must submit & proposed study plan for
the test set and must perform that test
set in accordance with the test -
standards iz paragraph (k) of this
section.

(d) Submission of proposed study
-plans. (1) Manufacturers of 1,2-
chlorapropane which notify EPA

ander paragraph (c){1) of this section ’

hat they intend to perform a test sat
ust submit a proposed study plan for

the test set i? amdance with e
paragraph (e) o rule no later than
80 days after the effective date of this
rule. Manufacturers may jointly submit 2
single proposed study plan if they plan
to sponsor or perform the test set jointly.

' Any manufacturer which; having -
‘notified EPA of its intent to perform a

test set; fails to submit a proposed study
plan for that test get will have been in
violation of this sectian as if no letter of

 intent to perform,the_‘ test had been

submitted. s
(2) Processors of 1.2-dickloropropane

which notify EPA under paragraph (c)(2)

of this section that they intend to ;

periomm: & test set must submit a

pri+u2 : :d study plan for the tesg set in
o ..iance with paragraph (e} of this
37 ...n n9 later than 90 days after the

. triolication of the notice specified in

-aragraph(c)(2) of this section.
Processers may jointly submit a single
proposed study plan if they plan to

. spomisor or perform the test set jointly.

Any processor which, having notiied .
EPZ£ of its intent to perform a test set,
fails to submit e proposed study rlan for
that test set wiil have been in violation”
of tkis section as if no letter of intent to
pericrm. the teat set had been submitted.
'{8) if EPA dete-mines in accordence
with perazrann {£){1){i] of this section
that a propusad ctudy plan is incomplete
and the manufacturer or processar hes
not, after notice “rem EPA, submitted
appropriate information 1o make the

“study plan complete within 15 days, the

mznufacturer or processor will have
been in violation of this section as if no
letrer of intent to periorm the test bad.
been submiited. T

(4) If either (i) by the date specified in
paragraph (d)(1) of this sectiona .
manufacterer of 1.2-dichloropropane,

“which notified EPA of its intent to N

perform a test set, has failed to submit a

. proposed study plan for that test set, or

{ii) A proposed study plan submitted
under paragraph {(d){1) of this seciica
has been found to be incomplete under

paragraph {f}(1)(i) of this section end the *
- manufi

acturer has not submitted
appropriate information to rmake the
study plan complete within 15 days.
EPA will publish a notice in the Federal
Register of this fact specifying the test
set. The requirements of puragraphs
{c)(2) and {d}{2) of this section for
processors to submit letters of intent to
poricrm testing, applications for
exemption and proposed study plans

apply. ) .
{8) If either (i) by the date specifiad in
paragraph (c)(2) of this section no .
processor of 1.2-dichioropropane has
notified EPA of its intent to perform

" testing for any test set identified in a :

Federal Register notice published under
paragraphs (c})(2) or (d)(4) of this section,
{ii) By the date specified in paragraph .-
{d)(2) of this section any processoraof .
1.2-dichloropropane, which notified EPA
of its intent to perform a test set, has ¢
failed to submit a proposed study plan
for that test set, or L
(iii) A proposed study plan submitted
under paragraph (d)(2) of this sectica .-
has been found to be incomplete under
paragraph (f)(1)(i) of this section and the
processor has not submitted appropriate
information to make the study plan .. °
complete within 15 days, 4ll applicaticns
for exemption from the requirements to
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submit study plans and to perform tests
for the specific test set invoived will
automatically be denied. EPA viill notify
every menufacturer and processor of
1.2-dichloropropane that appliad for an
exemption for the specific test involved
of this automatic denial either by letter
or by notice in the Federal Registar.
Each manufacturer or processor of 1.2-
dichloropropane for whom an exemption
application has been automaticaliy
denied will be in violation of this section
30 days from the time that it receives the
notice letter or 30 days from the time
that the notice is published in the
Faderal Register, whichever comes first.
The violatios will continue until g

" manufacturer or processor of 1,2-

dichloropropan= submnits a proposed
study plan for each test set involved,

{8} Any manufacturer or processor of
1.2-dichloropropane may submit a
proposed study plan for zny test set
required by this section at any time,
regardless of whether the manufacturer
or processor previously submitted an
application for exemption from testing
for that test set. i -

(e) Content of study plans. (1) All
study plans are required to contain the
following information:

(i) Identity of the test rule. _ -

(g; 'I'hl:;pecxﬁ' C test set covered by the
study p . .

(iii) (A) The names and addresses of
the test sponsors. - .

- {B) The names, addresses, and
telephone aumbers of the responsible
administrative officials and project
manager(s) in the principal sponsor's
organization.

(C) The name, address, and telephone
number of the appropriate individual(s)
for oral and written communications
with EPA.

{D) (2] The neme and address of the
testing facility(ies), including the
names(s).):«}dl;os(es) anfd mtelliephone
number(s)- tes acility(ies),
adwinistrative omcg?f and P.ty ect]
manager(s) responsible for this testing.

[Z)Brlefsummaﬁuofthemhmg' and -
- experience of each professional -

involved in the study, including study
» veterinarian(s), toxicologist(s),
pathologist(s) and laborato assistants,
- (iv) ldentity and data on the -
substances being tested, including

- appropriate physical constants, spectral
data, chemical

analysis and stability
under test and storage conditions.
(v) Study protacol, inclu rationale

on {(and supp ‘data); route(s)
or method(s) of expo mtum: a description
of diet to be used and its scurce,
including nutrients and contaminants

. for; Species/sirain selection;

and their concentrations: for in vitro test

systems, a description of culture

medium and its source: and a summary

of expected spontaneous chronic

disease (including tumors), geneslogy,

and life span. )
(vi) Schedule for initiation and

completion of major phases of long term

tests: schedule for submission of interim
progress and final reports to EPA.

(2) Information specified under
paragraph {e}{1)(iii)(D) of this section is
not required in proposed study plans if
the information is not available at the
time of submission; however, the
information must be submitted hefore
the initiation of testing.

() Reviev and adoption of study _
plans. (1) Upon receipt of a proposed
study plar, EPA will review the study
plan to'determine whether it cemplies
with paragrapk {e) of this section.

(i)  EPA determines that the
proposed study plan does not comply
with paragraph {e) of this scotion, EPA .
will notify the submitter that the
submission is incomplete and identify .
the deficiencies and the ateps necessary
to complete the submission. The
submitter will have 15 days from the day
it-receives this notice to submit - »
appropriate information to make the
study plan complete. If the submitter
fails to provide appropriate information
to complete the study plan within this

. time, the submitter will have been in _

violaticn of this section as if no study
plen had been submitted.

(;i) i EPA detel:'mine:h the propos:? )
study plan complies wi paragraph (e,
of this section, EPA will publish a notice
in the Federal Register requesting
comments on the ability of the study
plan to ensure that data from the test set
will be reliable and adequate. EPA will .
provide a 45-day comment period and

provide en opportunity for an aral
Presentation upon request of any
person. EPA may  extend the comment
period if it appears from the nature of
the insues raised by EPA's review or
from public comments that further

(2] Adter, neeivingw G nsidering

co!
public comment, EPA wil} adopt the
study plen, including time deadlines and-
reporting schedules, as proposed or as -
modified in response to EPA review and
public comiments, as test standards for
the testing of 1.2-dichloropropane in
paragraph (j) of this section. :

(8) Modification of study plans during

- conduct of study—{1) Application, Any

test set apansor who wishes to'modify
the adopted study plan for any test set
or study required under this section
must submit an application in b
Application for modification rhall be
made in writing to the Chief, Test Rules

- Development Branch, Office of Toxic

Sut.s1-.~ces. or by phone, with writter
cont. mation to follow within 10 !

. wir-ing days. Applications must inclu. _

a:: uppropriste explenation of why the
~:odification is necessary.

(2} AdoptionrTo the extent feasible,
EPA will seek comment on all
substantive changes in study plans. EPA
wiil issue 4 notice in the Federal
Register requesting cominents on
requested modifications. However, EPA
will act on the requested modification
without seeking public comment:

(i) if EPA believes that an immediate
modification to e study pian is

" mecessary in order to praserve the
accuracy or validity of an ongoing study; -

or

(ii) if EPA determines that a
mocification clearly does not pose any
significant substantive igsues. EPA will
aotify the sponsar of the Agency's
approval or disapproval. When the
Agency approves a modification, it will
publish a notice in the Federal Register
indicating that the study plan has been
modified. .

(b) Exemnption applications. (1) Any
manufacturer or processor of 1,2-
dichloropropane may submit an

- application to EPA for an exemption

from submitting proposed study plans
for and from performing any or all of the
tests sets specified in paragraphs (i) e
(j) of this section. The application mus!

manufacturer or processor and must
identify the specific requirements of this
section from which the exemption is
sought. :

(2) No manufacturer or processor of
1,2-dichloropropane will be in vialation
of the requirement to perform a specific
test set under peragraphs (i) acd (j) of
this section if it has submitted a timely
application for an exemption for that
test set and the application has not besn
denied by EPA. _

(3) EPA will conditionally grant any
requested exemption for a specific test

" set required by paragraphs (1) and (§) of
* this section if EPA has received a

complete proposed study plan for that

test set in accordance with paregraph

P!
{e) of this section and has adopted the
study plan in accordance with :

" paragraph (f)(2) of this section.

~ (4) EPA will deny any exemption for a
specific test set in paragraphs (i) and (j)
of this section if the study sponsor fails
to perform the test set or to submit data
&3 required in the test standards
adopted under paragraph (k) of this

- section. .

(5) if menufacturers of 1,2-

chloroprop;ane'per!om all the tests
required by paragraphs (i} and (1) of this
section, processors of 1,2- (

o
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dichloropropane will automatically be
granted an exemption from the study

lan submission and testing
requirements without the need to file an
applicstion for exemption.

(i} Health effects testing—(1) .
Neurotoxicity—{i) Required testing. The
following neurotoxicity test battery shall
be performed with 1.2-dicholoropropene
by inhalation. ’

(A) A neuropathology test shall be
conducted with 1,2-dichloropropane. -

(B) A motor activity tast shafl be
conducted with 1.2-dichloroprogane.

{C) A functional cbservation battery
shall be conducted with 1.2-
dichloropropene. .

(i) Study plans. For guidance in
preparing study plans, it is
recommended that the TSCA Health
Effects Test Guidelines for
Neurotoxicity, published by NTIS (PB
82-232984), be consulted. Additional
guidance may be obtained from the
FIFRA Pesticide Registration Guidelines;
Proposed Data Requirements for Hazard
Eveluation: Human and Domestic
Animals, published by NTIS (PB 83-
153016). . . : :

(2) Mutagenic effects—Chromosomal
aberrations—{1) Required testing. (A) A
dominant lethal assay shall be ;
conducted for 1,2-dichloropropane.

(B) A heritable translocation assay
shell be conducted if 12
dichloropropane produces a positive
sesult in the dominant lethal assay.

* {C) Further testing for chromosomal .
aberrations is not required if 1.2-
dichloropropane produces a negative
mx'\flt in the dominant letha! assay.

{ii) Study plans. For guidance in
preparing study plans, itis
tecommended that the TSCA Health
Effacts Test Guidelines for - ’

. mosomal Effects, published by

- Adaniona] guidan ) s be obtained
. ce may be.o

- from the OECD Test Guidelines for

 pa tic Toxicology snd the FIFRA

Yesticide Registration Guidelines;
B Data Requirements for Hazard
valuation: Human and Domestic -

Jesimals. published by NTIS (PB &3~

7
o

a ;
hﬁhilg Ppositive ru_ult inthe

2 ot rther testing for

req i e mutations

oropropane

produces a negative réﬁult in the
Drosopkile SLRL.

(ii) Study plans. For guidance in .

preparing study plans. it is
recommended that the TSCA Heelth
Eiffects Test Guidelines for Gene
Mutations and DNA Effects, published
by NTIS (PB 82-232984), be consulted.
Additional guidence may be obtained
from the OECD Test Guidelines for
Genetic Toxicology and the FIFRA
_Pesticide Registration Guidelines;
Proposed Data Requirements for Hazard
Evaluation: Human and Domesuc
Animals, published by NTIS (PB 83~
153916).

{4) Teratogenicitly~{1) Required

 testing. Teratogenicity studies shall be

conducted with 1.2-dichloropropane.
Inhalation shall be the route of
admirnistration of the test substance in
these studies. .

(ii) Study plans. For g. "Jance in
preparing study plans, it is
recommended that the TSCA Health
Effects Test Guidelines for Specific
Organ/Tissue Toxicity-Teratogenicity,
published by NTIS (PB 82-232964), be
consulted. Additional guidance may be
obtained from the OECD Test .
Guidelines for Health Effacts and the
FIFRA Pesticide Registration Guidelines;
Proposed Data Requirements for
Evaluation: Human and Domestic  _
Animals, published by NTIS (PB 83-
153016). _

(5) Reproductive effects—{i) Require
testing. Two-generation reproductive
effects studies shell be conducted with
1,2-dichloropropane. Inhalation shall be
the route of administration of the test
substance in these studies.

{ii) Study plans. For guidance in
preparing study plans, itis
recommended that the TSCA Health
Effects Test Guidelines for Specific
Organ/Tissue Toxicity—Reproduction/

. * Fertility Effects, published by NTIS (PB
_ 82-232984), be consul
) %maybeobmined from the

ted. Additional

‘ sticide Registration Guidelines;
Proposed Data Requirements for Hazard
Evaluaticn: Human and Domestic
Animals, published by NTIS (PB 83—
153916). .

() Environmental effects testing—{1)
. Mysid ehrimp acute toxicity test~={1)

Required testing. Testing using flow- .
through systems and measured
concentrations shall be conducted with
mysid shrimp to develop data on the
acute toxicity of 1.2 dichloropropane to
aquatic invertebrates. . - . -
(ii) Study plans. For guidance in
preparing study plans, itis - -
recommended that the TSCA .
Environmental Effects Test Guidelines

for the mysid shrimp acute toxicity tests
- (EG—4) published by NTIS (PB 82~ -

232507 be consulted. Additional

gui-i.nce may be obtained by consulting
th- DECD Guidelines for Aquatic -
Ir-artebrate Acute Toxicity Testing, and
tz2 FIFRA Guidelines for Hazard
Evsluation: Wildlife and Aquatic
Organisms (PB §2-153508). ¢

(2) Algal Toxicity Testing—{i)

Reguired testing. Testing using systems

that control for 1,2-dichlcropropane
evaporation shall be conducted with
marine and freshwater algae.

(ii) Study plens. For guidance in
preparing siudy plans, it Is
recommended that the TSCA
Environmental Effects Test Guidelines
for Algal Toxicity Tests (EG-8),
published by NTIS (PB 32-232992). be
consulted. Additionzl guidance may be
obtained by consulting the OECO
Guidelines for Aquatic Invertebrate
Ac?'l‘oxicity Tesating and the FIFRA
Guidelines for Hazard Evaluation:
wildlife and Aquatic Organisms (PB 83—
153808).

(3)-Daphnid and Mysid Chronic
Toxicity Test—{i) Required testing.
Testing shall be conducted with D.
magna and the mysid shrimp to develop
data on the chronic toxicity of 1.2

" dichloropropene to aquatic

invertebrates. .
{ii) Study plans. For guidance in

- prepering study plans, it is

recommended that the TSCA - :
Environmental Effects Test Guidelines
for the D. magna Chronic Toxicity Test
{EG-2) and the Mysid Shrimp Chronic
Toxicity Test (EG—4) published by NTIS
(PB 82-232992) be consulted. Additional
guidance may be obtained by consulting
the OECD Guidelines for Aquatic
Iavertebrates Toxicity Testing, and the
FIFRA Guidelines for Hazard .
Evaluation: Wildlife and Aquatic
Organisms (PB 83-153908).

(k) Test standards. (1} All data must
be developed and reported in .
accordance with the EPA Good
Laboratory Practice Regulations in 40
CFR 782 :

(2] [Reserved]. . :

{1) Enforcément (1} If a manufacturer
or processor, which notified EPA under
paragraph-(c) (1) or(2) of this section of
its intent to perform testing for a test set
required by paragraphs (i) and (j) of this
section, fails to:perform the test set in
accordance with the test standards in .
paragraph (k) of this section, that failure
will be a violation of this section. -

(2) EPA will publish a notice in the
Federal Register to inform all | . »
manufacturers and processors that all
exemptions for performamce of that test

set will be denied unless, within 30 days

of the publication of the notice, a

- manufacturer or processor of 1.2-
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dicbloropropane notifies EPA by letter

- hat it intends to perform that test ot in
accordance with the test standards in
paragraph (k) of this section. .

{3) Any persan who fails or refuses to
corxply with any aspect of this rule is in
violation of section 15 of TSCA.

[m) Availability of study plans. The _
verious study plans given in this
proposed rule are availahle from tke:
National Technical Information Service,
§225 Port Roya! Road, Springfield. Va
22181. (703-4874650).

{FR Doc. $4-228 Filed 1-3-8¢: &:¢% am}
BLLING CODE 4350-60-4

41454). As stated in the SNFPRML the

preposed regulations would establish

boundary lines for the Seagoing Barge
- Act'and other statutes. The Towing .

Safety Advigory Committes {TSAC) is

anticipated to comment on the propased
regulations at their meeting on February
18, 1984. The Coast Guasd is reopening
the comment period until March 1, 1984
to allow the public to provide further
input to this rulemaking, :
{S=c. 2, Stat. 672 as amended (33 US.C. 151);
Sec. 6{b){1) 80 Stat. 937 (49 US.C. 1355{b)Y 1))
49 CFR 1.48(b})

Deted: December 30, 1983.

e T.F. Tutwiler,
e

DEPARTMENT OF TRAKSPORTATION )

Coact Gi:ard

- 45 CFR Part 7
{CGD 81-058)

7 Boundary Lincs

.AGENCV: Coast Guaid. DOT.
ACTION: Reopening of comment period.

SUMAMARY: In the Federal Register of
September 15, 1683 (48 FR 41454), the
oast Guard proposed regulations

ich would establish boundary lines -
+wt the Seagoing Barge Act and more
clearly define existing Baundary Lines,

The public camment period closed on

December 15, 1983. This notice Teopens
the comment period uatil March 1, 1884,
The comment period is being reapened
to allow the public further input. It is
also enticipated that the Towing:

AgdvisorySafety Commiitee {TSAC) will
comment on the proposed regulations at

their Meeting on February 18, 1984,
©ATe: Comment un the proposed-
regulations must be received on or
before March 1, 1834, '

- ADORESSES:
mailed to Commandant (G-CMC/sq)

(CGD 81-058) U.S. Coast Guard
Headquarters, 2100 Second Street SW.,

Washington, D.C. 20583. Comments .~

received by the Coast Guard will be

. -available for-examination and copying

;:bet‘,weenamandcpm.Monday )
Friday, except holidays, at the

.- Marine Sefety Council {G-CMC/ag)
- Foom 4402, Coast Guard Headquarters,

2100 2nd Street SW, Washington, D.C.

20593. Comments may also be hand
delivered to this address. .

' PON FURTHER INFORMATION CONTACT:
7 \ Patrick A. Turlo {202) 428-1484.

e - AEMENTARY INFORMATION: The

proposed regulations were published in
. & supp! tal notice of proposed
* rulemaking (SNPRM) in the Fedaral

- Ragister on September 15, 1983 (48 FR

.

*Captaia, U.S. Coast Guard, Acting Deguty
Chief, Office of Ma-ciiont Marine Safely.
{R Doc. 84-307 Stiad 1-5-0¢; 4:48 s}

| BiLLING CODE 4810-14-Mt

FEDERAL COMMUNICATIONS
COMMISSION .

4TCFRParts 73and 74
[MM Docket No. 83-1350; FCC $3-593)

Low Power Teievision and Television
Translator Service :

* AQENCY: Federal Commumications
 Commission.
ACTION: Proposed rule. .

SUMMARY: The Federal Communicatians
Commission is seeking comments an
proposed rule changes for low power
television and television translator -

service which wonld modify the present -

cut-off procedures and eliminate the

requirement to file financial information

wi“tl;;pphcaﬁom. Commgntsdam a;;o
sought on creating a priority class
service for ulesnmgonp&ngl{tor .
applications. This action is based on the
ion's ongoing review and:
‘reevaluation of its rules and policies,
and will contribute o providing service
to the public in the most efficient,
expeditioGs manner posaible. ‘
DATE: Comments must be received on or
before January 30, 1684. Reply comments
must be received on.or before Febriasy
14, 1984, ’ cd :

" ADDRESS: Federal Communications .

Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION CONTACT:
Larry Miller, Mass Media Bureau, (202)
632-3894.

List of Subjects
¢7CFRPart 73
Television. .

47 CFR Part 74

Low power
translators.

’ - . Those applican
on and television _ - .

Propozc s i Lie Making
Inthe -

No. 82 1350, - .
A-:opted: Decembesad, 1283, |
Reieased: Dscomber 23, 1983,
By he Commission.”
Introduction and Background
1. The Commission submits for
comment severa! proposals for changes

. in the processing procedures for low

pecwer television and televisian
tran

ruies to provide for a “window" or date
certain for filing applications: (2)
elimination of the requirement of filing
financial information or certification
with applicetions: and (3} the
designation of television translaters or
certain types of ranalators as a priority
or separate class of service for
processing purposes with low power
television secondary to it. Since they
effect basic processing procedures, the
rule changes proposed would apply
prospectively to new applications filed.
All pending applications and
applications which are mutually.
exclusive with them would be processed
pursuant to the present rules, However,

in the case of the financial requirements,
- since compliance is only monitored .

post-lottery, it would appear to be in the

- public interest to make the changes

apply retroactively to all pending as
well as new applicants. ;
2. The low power television service
began with a Notice of Inquiry in 1978,
68 FCC 2d 1525 (1878). In September.
1960, the Commission estahlished
rocedures for processing translater and
ow power television applications
pending the outcome of the inquiry and
rule meking. Notice of Interim
Processing, 45 FR 62004, published
September 17, 1980. The Notice of

. Proposed Rule Making was adapted at

about the same time.! Under ti:e interim
processing rules, approximately 5,000
applications were received by April of

1981. Due to lack of computer capability -

necessary to process the applications,
the Commission ordered a freeze on the
acceptance of new applications, except
for several specified exceptions. Order
Imposing Freeze, 46¥R 2302, published

* May 11, 1981,

3. Upon the adoption of the Reporz

and Order, 51 RR 2d 478, 47 FR 21468,

published May 18, 1982 (hereinafter
referved t0.as “LPTV Report and
Order") applications were grouped into
categories or “Tiers" based on tion.
Ints proposing to locate

65 PR 60128, published October 17, 1000

-:tar of Low Power Television and _,
Teievt:* - TranslatorService: MM Docket

«
&

tor applications. These proposals .
" include: {1) Modification of the cut-off




